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DETAILED ACTION 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 25-28, 47-50, 59, 60 and 64 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for faiUng to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 25 through 28, which depend from base claim 20, recite hyaluronic acid 
compositions with specific percentages of hyaluronic acid. Since claim 20 recites two hyaluronic 
acid compositions it is not clear which of these two the apphcant intends to contain the specific 
percentages recited. For the purpose of prosecution the percentage recited is interpreted to be that 
of either composition. 

Claim 43 recites hyaluronic acid component. It is not clear what this recitation means. 
For the purpose of prosecution it interpreted to mean a structural feature of hyaluronic acid or 
hyaluronic acid itself present in the composition, in these and any other claims the term is 
recited. 

Claims 47 through 50 recite hyaluronic acid component comprises hyaluronic acid. It is 
not clear what this recitation means. For the purpose of prosecution it interpreted to mean a 
structural feature of hyaluronic acid or hyaluronic acid itself present in the composition, in these 
and any other claims the term is recited. 
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In claims 5 1 , 60 and 64 it is not clear what "a lubricant or moisturizing agent in cosmetic 
or eye drops" means. For the purpose of prosecution it is interpreted to mean a composition 
consisting of any of the types recited in the claims. 

Claims 59 and 60 recite the limitation "composition" in claim 52. There is insufficient 
antecedent basis for this limitation in the claim. Claim 52 is drawn to a method of treating a 
condition. For the purpose of prosecution claims 59 and 60 are interpreted as composition claims 
and not as method claims. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-11, 43-46, 61 and 62 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Balazs (US 4141973). 

Balazs teaches in stage V of his isolation process (col. 13, line30-33) ultrapure hyaluronic 
acid (100% dried powder). This constitutes the hyaluronic acid isolate as claimed in instant 
claims 1-11. Balazs teaches hyaluronic acid solution (col. 15, lines 62-66; col. 16, lines 63-66). 
This constitutes the compositions of claims 43-46. Balazs teaches a package containing the 
ultrapure hyaluronic acid in a physiological buffer solution containing sodium chloride and 
sodium phosphate (col. 13, lines 33-39). This constitutes a method of producing a product 
comprising extracting hyaluronic acid composition and incorporating it into the said product and 
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also purifying the hyaluronic acid prior to incorporation, as claimed in claims 61 and 62. Since 
the hyaluronic acid of Balazs is ultrapure and is used for therapeutic purposes (col. 13-coL 14) it 
is both pharmaceutical and cosmetic grade. The source of the said hyaluronic acid is not given 
patentable weight. 

Claims 12-16, 50, 51, 59 and 60 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Henderson et al (US 6255295) 

Henderson teaches a composition comprising hyaluronic acid further comprising 
glucosamine (hexosamine). Henderson gives a wide range for the amount of glucosamine and 
hyaluronic acid in the composition (col, 24, example 41 through col. 26, example 48). 
Glucosamine is also preferred as a salt form, one of which is N-acetylglucosamine (col. 11, lines 
31-34). Henderson teaches compositions for oral administration (col. 14, lines 40-59), These 
disclosures of Henderson meet the limitations of claims 12-16, 50, 51, 59 and 60. 

Claims 20-28 and 35-39 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Osuoji (Biochimica et Biophysica Acta, 1971, 244, 481-483). 

Osuoji teaches extraction of hyaluronic acid from membranes obtained from shell- free 
eggs (membrane separated from egg shell, see page 481, summary and second full paragraph). 
Osuoji also teaches the purification by precipitation and treatment with ion exchange resin. The 
hyaluronic acid obtained after this treatment is considered to be substantially pure. This 
constitutes the methods of instant claims 20-28. The instant claims are drawn to a method for 
producing hyaluronic acid composition comprising extracting a hyaluronic acid composition. 
The percentage of hyaluronic acid present in the source is not accorded patentable weight. 
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Osuoji also discloses the percentage of glucosamine and glucuronic acid (hexose) in the 
composition (page 482, second paragraph, lines 18-22) and the presence of chondroitin-4- 
sulphate (see summary, page 481). This meets the limitations of claims 35-39. 

Claims 29-31 are rejected under 35 U.S.C. 102(b) as being anticipated by Bracke et al 
(US 4517295). 

Bracke teaches the extraction of hyaluronic acid from a fermentation mixture via 
diafiltration and treatment with alcohol (col. 2, line 45 through col. 4, line 15). The average 
molecular weight of the hyaluronic acid obtained is 55,000 (col. 4, lines 64-66). This disclosure 
is seen to meet the limitations of claims 29-31. The source of the hyaluronic acid is not given 
patentable weight. 

Claims 32-34 are rejected under 35 U.S.C. 102(b) as being anticipated by Sakurai et al 
(US 4716224). 

Sakurai et al teach the crosslinking of hyaluronic acid (col. 6, example 2). The 
crosslinked hyaluronic acid is shown to have a high molecular weight as compared with the 
starting hyaluronic acid (col. 5, lines 34-36). This disclosure of Sakurai et al is seen to meet the 
limitations of claims 32-24. 

Claims 52-58 are rejected under 35 U.S.C. 102(b) as being anticipated by Henderson et al 
(US 6255295) 

Henderson teaches a composition comprising hyaluronic acid further comprising 
glucosamine (hexosamine). Henderson gives a wide range for the amount of glucosamine and 
hyaluronic acid in the composition (col. 24, example 41 through col. 26, example 48). 
Glucosamine is also preferred as a salt form, one of which is N-acetylglucosamine (col. 11, lines 
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31-34). Henderson teaches compositions for oral administration (col. 14, lines 40-59). The 
compositions of his invention are administered to promote tissue repair and the treatment of 
arthritic conditions (col. 13 lines 18-21). This meets the limitations of method claims 52-58. 

Joint Inventors 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,^ 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 17-19 and 47-49 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Henderson (US 6255295). 

Claims 17-19 are drawn to a hyaluronic acid isolate wherein chondroitin sulfate is present 
in the range 0.05 to 10 wt%. Claims 47-49 are drawn to a composition wherein hyaluronic acid is 
present in about 1-5 wt%, 80 wt% and 90 wt% respectively. 

Henderson teaches a composition comprising hyaluronic acid further comprising 
glucosamine (hexosamine). He also teaches a composition comprising chondroitin sulfate and 
glucosamine. The weight range for all the three components in his composition is broad and 
covers the percentages instantly claimed (see col. 18, examples 14-16 and col. 24, examples 41- 
43). Both these compositions have been taught to be useful for promoting tissue repair, and 
treatment of arthritis individually (col. 13, lines 18-21). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use the teachings of Henderson to make a composition comprising hyaluronic acid 
and chondroitin sulfate since both are seen to be taught in the prior art. 

One of ordinary skill in the art would be motivated to make a composition comprising 
hyaluronic acid and chondroitin sulfate since both are individually taught for the treatment of 
tissue repair and treatment of arthritis and hence it is logical to combine the two and also to 
adjust the percentage of the chondroitin sulfate as instantly claimed in order to make a 
composition with the optimal concentration of chondroitin sulfate. 
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Claims 40-42 are rejected under 35 U.S.C. 103(a) as being unpatentable over Osuoji 
(Biochimica et Biophysica Acta, 1971, 244, 481-483) in combination with Baker et al 
(Biochemical Journal, 1962, 82, 352-361). 

Osuoji teaches extraction of hyaluronic acid from membranes obtained from shell-free 
eggs (membrane separated from egg shell, see page 481, summary and second full paragraph). 
Osuoji also teaches the purification by precipitation and treatment with ion exchange resin. The 
hyaluronic acid obtained after this treatment is considered to be substantially pure. This 
constitutes a method of producing hyaluronic acid. However, Osuoji does not specifically 
disclose the isolation of chondroitin sulfate. 

Baker et al disclose the presence and extraction of chondroitin sulfate (page 356, right 
column, lines 10-31). The chondroitin sulfates also comprise 35% of the total polysaccharides 
(page 360, right column, summary #4) in addition to the presence of hexosamine (page 356, 
middle of right column). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use the teachings of Osuoji and Baker in a method to extract hyaluronic acid firom a 
composition wherein another naturally occurring substance like chondroitin sulfate is also 
present, with a reasonable amount of success since the presence of both in the same composition 
and the method of extraction of both are taught in the prior art. 

The idea flows logically from the fact that the combination of the teachings would give a 
method of obtaining a composition comprising both hyaluronic acid and chondroitin sulfate from 
the same source. 
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Claims 61, 63 and 64 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Balazs (US 4141973) in combination with Henderson et al (US 6255295). 

Claims 61, 63 and 64 are drawn to a method for producing a product comprising 
extracting a hyaluronic acid composition and incorporating it in the said product; wherein the 
said hyaluronic acid composition comprises hyaluronic acid and at least one other constituent 
selected from a hexosamine, chondroitin sulfate and combinations thereof and wherein the said 
product is selected from the group consisting of a lubricant, moisturizing agent, eye drops, orally 
administered nutraceutical or locally administered composition. 

Balazs teaches a method of extracting hyaluronic acid composition and incorporating it in 
a package containing the ultrapure hyaluronic acid in a physiological buffer solution containing 
sodium chloride and sodium phosphate (col. 13, lines 33-39). This constitutes the method of 
producing a product comprising extracting a hyaluronic acid composition and incorporating it in 
the said product. However, Balazs does not teach a method wherein the composition comprises 
hyaluronic acid and one other constituent selected from the group consisting of a hexosamine 
and chondroitin sulfate and wherein the said product is selected from the group consisting of a 
lubricant, moisturizing agent, eye drops, orally administered nutraceutical or locally 
administered composition. 

Henderson teaches a composition comprising hyaluronic acid further comprising 
glucosamine (hexosamine). He also teaches a composition comprising chondroitin sulfate and 
glucosamine (see col. 18, examples 14-16 and col. 24, examples 41-43). The compositions of his 
invention can be in oral dosage forms like capsules or tablets (col. 14, lines 40-59). However, 
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Henderson et al does not teach a method for producing a product comprising extracting a 
hyaluronic acid composition and incorporating it in the said product. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use the teachings of Henderson and Balazs in a method for producing a product 
comprising extracting a hyaluronic acid composition and incorporating it in a product which 
comprises at least one other constituent and the type of product as instantly claimed since both 
are seen to be taught in the prior art. 

One of ordinary skill in the art would be motivated to do so since according to Balazs 
hyaluronic acid is obtained from natural sources by extraction and there is a large body of 
literature all of which deal with methods of extracting the hyaluronic acid from these sources 
(coL 1, lines 59-63). Henderson teaches compositions comprising hyaluronic acid, chondroitin 
sulfate and glucosamine that have several beneficial effects including treatment of arthritis and 
promotion of tissue repair (col. 13, lines 1 8-35). Hence it would be logical to use the art tested 
extractive methods for obtaining hyaluronic acid and combine it with a hexosamine like 
glucosamine and chondroitin sulfate to make compositions and nutraceutical. 

Conclusion 

1. Claims 1-64 are rejected. 
Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Ganapathy Krishnan whose telephone number is 571-272-0654. 
The examiner can normally be reached on 8.30am-5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number for the 
organization where this apphcation or proceeding is assigned is 703-872-9306. 

Information regarding the status of an apphcation may be obtained from the Patent 
Apphcation Information Retrieval (PAIR) system. Status information for pubUshed apphcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free)^ 



GK 




